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DETAILED ACTION 

1 . This action is in response to applicant's amendment received on 04/20/2009. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claim 37 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Claim 37 includes the new limitation requiring the 
device to have a ratio between the length of the anchoring portion and the largest 
external diameter of the screw thread that is greater than 3. The applicant then stated 
that the specification provides a single embodiment shown in the Figures of the 
application that meet this requirement and is therefore supported by the specification. 
The examiner disagrees with the applicant regarding the new limitation being supported 
by the originally filed specification. MPEP 2163 states that in order to comply with the 
written description requirement of 35 U.S.C. 112 first paragraph each claim must be 
explicitly, implicitly, or inherently supported in the original filed disclosure. First, the 
limitation is not explicitly stated since the specification does not state that the length of 
the anchoring portion must be at least three times larger than the largest diameter of the 
screw thread. Furthermore, the specification does not state that if a specific length of an 
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anchoring portion is used, for example 18 mm, that a specific thread diameter must be 
used, i.e. no larger than 6 mm, to provide a three to one ratio between length of the 
anchoring portion and the largest thread diameter. Second, the limitation is not implicitly 
stated since the application states that a variety of anchoring lengths between 10 mm 
and 20 mm may be used as well as any sized thread, but an M6 thread is shown for in 
the Figures (page 5 lines 20-25). MPEP 21 63 states that when the limitation of a claim 
is not explicitly provided in the written description it must be shown that a person having 
ordinary skill in the art would have understood, at the time the application was filed, that 
the description requires this limitation. Since the specification states that any length 
between about 10 mm to about 20 mm may be used with any known thread size, it 
would not be understood by one having ordinary skill in the art to use a length and a 
thread size to have a ratio greater than three. Furthermore, even if one having ordinary 
skill in the art would only think to use an M6 thread size, the variable anchor portion 
length would provide some combinations, for example a length of 10 mm with the M6 
thread, that is less than the ratio required by the limitation and it would not be 
understood by one having ordinary skill in the art to use only the lengths and with the 
M6 thread size to have a ratio greater than three. Third, the limitation is not inherently 
stated in the application. MPEP 2163 states that to establish inherency, the extrinsic 
evidence must make clear that the missing descriptive matter is necessarily present in 
the thing described in the reference, and that it would be so recognized by persons of 
ordinary skill. Inherency, however, may not be established by probabilities or 
possibilities. The mere fact that a certain thing may result from a given set of 
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circumstances is not sufficient. The mere fact that the specification provide a range of 
anchor portion lengths, i.e. 10mm to 20 mm, and one potential thread size, i.e. M6 
thread size, wherein some of the combination produce the ratio of the anchor portion 
length being three times larger than the largest thread diameter does not show 
inherency and therefore the claim limitation is not inherently described within the 
specification. Based on the reasons discussed above the examiner believes that the 
new limitation in clam 37 directed to the ratio between the anchor portion length and the 
largest diameter of the thread is not supported by the disclosure as originally filed. 
Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 11-14, 16-20, 22-34, and 36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Branemark (U.S. Patent 5,171 ,284) in view of Lemos (U.S. Patent 
3,979,829). 

Branemark discloses a titanium device comprising a generally cylindrical 
anchoring portion formed with an insertion end and having an external screw thread (6), 
a cavity having a circular cross-section that widens towards the insertion end and opens 
out at the insertion end, and a plurality of through-penetrating slots (8 and 9) extending 
from the insertion end that connect the cavity to the outside of the anchoring portion, 
wherein the slots direct material, such as shavings, from outside the device into the 
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cavity (see Figure 5 of the reference). The slots including a leading slot wall surface and 
a trailing slot wall surface related to the direction of rotation, wherein each surface faces 
into the slot and the outermost portion of the trailing wall surface defines a cutting edge 
at an angle, i.e. approximately 90 degrees as shown in Figure 5 of the reference, 
relative to the outside of the anchoring portion. Branemark fails to disclose the device 
wherein the trailing slot wall surface is at an acute angle relative to the outside of the 
anchoring portion with the radial direction and the trailing slot wall surface sloping 
obliquely forward from within and outwardly in the direction of rotation and wherein the 
leading slot wall surface is parallel to the trailing slot wall surface. Lemos teaches a 
device comprising through-penetrating slots (34) connected to a cavity (24) including a 
trailing slot wall surface (37) defining an edge at an acute angle relative to the outside of 
the device with the radial direction and the trailing slot wall surface sloping obliquely 
forward from within and outwardly in the direction of rotation (36) and wherein the 
leading slot wall surface (33) is parallel to the trailing slot wall surface in order to 
increase the migration of material outside of the device into the cavity (column 6 lines 7- 
20). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to provide the device of Branemark wherein the trailing slot wall 
surface and the leading slot wall surface of the slots are provided at an angle in view of 
Lemos in order to increase the migration of material outside the device onto the cavity. 

The device of Branemark as modified by Lemos discloses the invention as 
claimed except for the angle at the radially outer end of the trailing slot wall surface is 
20-40 degrees, the angle at the radially outer end of the trailing slot wall surface is 27- 
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33 degrees, the plurality of slots includes 5-7 slots, and the slot width at the radially 
outer end of the slot corresponds to 15-35 percent of the peripheral distance between 
two slots on the outside of the device. Regarding the angle being 20-40 degrees or 27- 
33 degrees, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to provide the device of Branemark as modified by Lemos 
wherein the angle is 20-40 degrees or 27-33 degrees, since it has been held that where 
the general conditions of a claim are disclosed in the prior art, discovering the optimum 
or workable ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 
Regarding the plurality of slots includes 5-7 slots, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to provide the device 
of Branemark as modified by Lemos wherein the plurality of slots includes 5-7 slots, 
since it has been held that mere duplication of the essential working parts of a device 
involves only routine skill in the art. St. Regis Paper Co. v. Bemis Co., 193 USPQ 8. 
Regarding the slot width at the radially outer end of the slot corresponds to 15-35 
percent of the peripheral distance between two slots on the outside of the device, it 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to provide the device of Branemark as modified by Lemos wherein the slot 
width at the radially outer end of the slot corresponds to 15-35 percent of the peripheral 
distance between two slots on the outside of the device., since it has been held that 
where the general conditions of a claim are disclosed in the prior art, discovering the 
optimum or workable ranges involves only routine skill in the art. In re Aller, 1 05 USPQ 
233. 
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Response to Arguments 

6. Applicant's arguments filed 04/20/2009 have been fully considered but they are 
not persuasive. The applicant's argument that the device of Branemark as modified 
Lemos does not disclose the invention as claimed is not persuasive. The applicant 
argues that Branemark does not disclose the specific structure of a cutting edge as 
described in claim 1 and that the teachings of Lemos does not teach the limitations 
missing from the Branemark reference. The examiner disagrees with the applicant's 
argument. First, Branemark discloses a device comprising slots having a leading wall 
and a trailing wall that defines a cutting edge as discussed above, wherein the slot cuts 
bone and directs material, such as shavings, from the outside of the device into the 
cavity. The leading and trailing walls of the slots are at an angle that appears to be less 
than 90 degrees relative to the outside portion of the device but the angle is not 
explicitly stated in the reference (see Figure 5 of the reference). The cutting edge is the 
edge formed by the intersection of the trailing wall of the slot and the outside surface of 
the device and is therefore provided at the same angle to the outside of the device as 
the trailing wall, so if the training wall is provided at an acute angle than the edge is 
provided at an acute angle. Therefore, the Branemark discloses the invention as 
claimed except the trailing slot wall surface being at an acute angle relative to the 
outside of the anchoring portion with the radial direction and the trailing slot wall surface 
sloping obliquely forward from within and outwardly in the direction of rotation and 
wherein the leading slot wall surface is parallel to the trailing slot wall surface. Lemos 
teaches a device comprising slots that extend from the outside of the device to a cavity 
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as discussed above wherein the trailing slot wall surface defines an edge at an acute 
angle relative to the outside of the device with the radial direction and the trailing slot 
wall surface sloping obliquely forward from within and outwardly in the direction of 
rotation and wherein the leading slot wall surface (33) is parallel to the trailing slot wall 
surface in order to increase the migration of material directed from the outside of the 
device into the cavity. Therefore, the modification of the Branemark device by the 
teachings of the Lemos reference would make the slots of the Branemark device 
perform the function of directing material from outside the device into the cavity better. 
The applicant's argument that Lemos does not disclose slots with cutting edges is moot. 
Branemark already discloses the slot having a cutting edge that is defined by the trailing 
wall as discussed above. The examiner is using the Lemos reference to teach providing 
the trailing wall and the leading wall at a position relative to the outside of the device in 
order to increase the migration of material directed from the outside of the device into 
the cavity. The device of Branemark as modified by Lemos would include slots wherein 
the trailing wall is at an acute angle relative to the outside of the device, which would 
also provide the cutting edge at an acute angle relative to the outside of the device 
since the edge is formed by the intersection of the trailing wall and the outside of the 
device as discussed above. Therefore, the examiner believes that the rejection under 
103(a) is proper and that the rejection meets all the limitations of the claims as 
presented. The examiner has not provided a new ground of rejection not necessitated 
by the amendment, but the examiner improperly called the slots of the Lemos reference 
cutting slots, which the examiner has fixed in the rejection above. Since this change 
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may be constituted as changing the scope of the rejection and providing a new ground 
of rejection the examiner is making this office action non-final. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nicholas Woodall whose telephone number is (571)272- 
5204. The examiner can normally be reached on Monday to Friday 8:00 to 5:30 EST.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas Barrett can be reached on 571-272-4746. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Nicholas Woodall/ /Thomas C. Barrett/ 

Examiner, Art Unit 3775 Supervisory Patent Examiner, Art 

Unit 3775 



